Background. Shared decision making (SDM) is becoming more and more important for the patient-physician interaction. There has not been a study in Romania evaluating patients' point of view in the SDM process yet. Therefore, the present study aims to evaluate the psychometric parameters of the translated Romanian version of SDM-Q-9.
INTRODUCTION
Shared decision making (SDM) is becoming more and more important for the patient-physician interaction. Evaluation of SDM is usually performed using questionnaires but in the literature, there have been described numerous methods to assess this complex [1] . A recent systematic review aimed to sum up all measures evaluating SDM. They are divided into four main categories: patient questionnaires (evaluating SDM from the patients' point of view), provider questionnaires (evaluating SDM from the physician point of view, for example SDM-Q-DOC), observer-based coding schemes and mixed instruments that measure different perspectives [1] . The authors reviewed and evaluated the quality of reporting for all available instruments applying COSMIN (COnsensus based Standards for the selection of health status Measurement INstruments) guidelines [2] [3] [4] concluding that, in order to evaluate SDM instruments used, there is a great need for more rigorous studies.
One patient-oriented instrument is the SDM-Q-9 (Nine-item Shared Decision Making Questionnaire). It was first developed as 24 item score in German [5] but then reduced to a more easy form to administer, comprising 9-items [6, 7] . SDM-Q-9 was further translated and validated in various languages (English [8] , Spanish [9] , Dutch [10] or Hebrew-version of SDM-9 adapted for psychiatric disorders [11] ).
In Romania, there has been little research addressing this issue. One interventional study (randomized controlled study) evaluated the influence of risk diagrams from decision aids on oral anticoagulant prescribing among physicians [12] . To the best of our knowledge, there has not yet been a study in Romania evaluating patients' point of view in the SDM process. Therefore, the present study aims to evaluate the psychometric parameters of the translated Romanian version of SDM-Q-9 and to test the reliability of this instrument to measure shared decision making process in Romania.
MATERIAL AND METHODS

Study participants
A multicentric cross-sectional study was performed comprising eight recruitment centers ("Colentina" Clinical Hospital, "Cantacuzino" Clinical Hospital, "Coltea" Clinical Hospital, Fundeni Institute, Craiova Clinical Hospital, "Saint Spiridon" Clinical Hospital, Iasi Rehabilitation Clinical Hospital, "Saint Mary" Clinical Hospital). The sample for the study were patients that referred to Hospital Units for treatment of atrial fibrillation or collagenvascular diseases and they were recruited from Cardiology, Rheumatology or Internal medicine Units of the above-mentioned Centers. Patients were both inpatients and out-patients, and they were recruited between March 2017 -October 2018 and their data were processed after having signed the informed consent. The patients in the sample voluntarily participated in the survey. The study was approved by the Local Ethics Committee. Data collected was similar for each recruitment center, the medical personnel had the same questionnaire (translated Romanian SDM-Q-9) and the same data form to be filled in. Participation of all patients did not affect their subsequent treatment. The questionnaires were filled by the participants without time limit. Data about patients were recorded by the physicians into the questionnaire. All questionnaires were centralised and the database was filled in by a single person (PB). Data privacy and confidentiality was assured. A total number of 324 questionnaires (48.7%) were filled in using this method.
Patients who were members of the autoimmune patient society were also able to participate in an anonymous survey by filling in the questionnaire on a platform (Google Survey). A total number of 341 questionnaires (51.3%) were filled in using this method.
Instrument used
We used the SDM-Q-9 questionnaire that measures patients' point of view of the decision making process after being consulted by the physician in a clinical setting. There are nine items included in the questionnaire [7] . Each item is scored on a six-point Likert scale that has ranges from ("completely disagree" to "completely agree"). The questionnaire was translated from German to Romanian by two native Romanian speakers fluent in German. Each translator independently translated the questionnaire from German to Romanian and afterwards they met together with study coordinator (CB) and discussed in a consensus meeting the translation. Afterwards a professional translator re-translated the Romanian version of the questionnaire into German and differences were discussed with one of the authors of the original questionnaire (IS). The final version was presented to five clinicians who also gave their opinion about the final form of the questionnaire thus resulting the final version that was administered. The translated instrument proposed for validation is presented below (Table 1) .
Demographic data
Alongside with the questionnaire the physician filled in general data about included patients such as age, gender, diagnosis, current treatment and also data about the history of patient (if he/she had treatment with anticoagulants how long did the patient take them, his risk scores for hemorrhage, etc.). 
Data analysis
Differences between continuous variables were analyzed using non-parametric tests if the distribution was not normal or with t-test if the distribution was normal. Differences between ordinal variables were analyzed using non-parametric tests (Mann Whitney U test). Differences between nominal variables were analyzed using chi-square tests. Internal consistency of the scale was assessed with Cronbach's alpha. In order to reduce the dimension of the scale, principal components analysis (PCA) with varimax rotation was performed, extracting components with Eigenvalues > 0.5. SPSS version 16 software for Windows was used for statistical analysis.
RESULTS
Population sample
In this study a total number of 665 questionnaires were filled in (324 questionnaires (48.7%) in a hospital setting and 341 online (51.3%), anonymous. As a particularity for the online survey, some patients declared that they were the legal guardian for the child that was patient with autoimmune disease and have completed the SDM-Q-9 questionnaire as such (this is why there are some patients that have age below 18 years in the online survey). Table 2 summarizes the main descriptive data of the study. 
Internal consistency of the questionnaire
There was a very good completion rate of SDM-Q-9 over 98% for all items. Ceiling effect (calculated as percent of patients that completely agreed) ranged from 29.2-50.8% -Q1-50.8%, Q2-34.1%, Q3-35.3%, Q4-40.2%, Q5-39.2%, Q6-29.6%, Q7-29.2%, Q8-31.0%, Q9-45.7%. Item difficulties (defined at the cut-off 2.5 -midpoint on 0-5 Likert point scale) were above this threshold and ranged between 2.7 and 3.8. Reliability analysis showed a very high Cronbach α of 0.95 (Table 3) . Corrected item correlations were good ranging from 0.64 to 0.89. Inter-item correlation matrix is given in the table below (Table 4) .
Ceiling effect for anonymous questionnaires ranged from 16.1% to 38.4% (Q1-38.4%, Q2-28.7%, Q3-25.2%, Q4-30.2%, Q5-27.9%, Q6-16.1%, Q7 19.9%, Q8-19.6%, Q9-26.7%) and were lower compared to the observed ceiling effect for questionnaires that were administered in the clinical setting. Descriptive analysis of the questionnaire answers: Factor structure
Comparing the questionnaire used in the Hospital setting and the one being used online, there were no differences regarding Cronbach's Alpha (0.92 and 0.95, respectively).
The original questionnaire in German had one component explaining the variance and therefore for validation of the Romanian version this should have been the same. We have performed a Principal Component Analysis (PCA). First, we have evaluated the Kaiser-Meyer-Olkin (KMO) measure that reached 0.94 in our sample (above 0.85). Bartlett's test of sphericity was significant and indicated therefore that factor analysis is appropriate in the sample (χ 2 (36) = 6343, p < 0.001). Two components showed Eigenvalue above 0.50, explaining in total 82.18 % of variance for SDM-Q-9 questionnaire (74.8% first component and 7.3% second component). The rotated component matrix is given (varimax rotation) in the table below. As observed, Item 1 and item 2 would load in the 2 nd component while the last 7 items would load in the 1 st component (Table 5 , loads over 0.50 are in bold). 
DISCUSSION
In the present study, the Romanian translation of SDM-Q-9 questionnaire was validated on patients with both autoimmune diseases and atrial fibrillation. Until now, this is the first instrument in Romanian that assesses SDM process. Also, this is the first study not only meant to psychometrically test the SDM-Q-9 in Romania, but, likewise, to measure SDM in Romania, since there hasn't been any study on the status quo of SDM in Romania yet.
The process for translation and validation was performed using international guidelines [13] . The Romanian version had good internal consistency (evaluated by Cronbach α coefficient that was 0.96, similar with previous validation reports in the literature (for the Spanish validation it was 0.89 [9] or 0.94 for Hebrew adapted SDM-Q-9-psy [11] ). Corrected item correlations were good ranging from 0.64 to 0.89 with low corrected item correlations for item 1 and item 7, similar with previous reports in the literature. For example, in Spanish SDM-Q-9 validation, item 1 obtained the lowest item-total correction of 0.27, but the remaining showed values between 0.52 and 0.82 similar to those found in Romanian validation [9] .
PCA found a one-factorial solution with the first factor showing an Eigenvalue above 1, but the first item had the lowest loading. Similar data were also reported in the literature. There seems to be an issue with item 1, given the fact that it is less correlated with the other items. When factors showing Eigenvalues above 0.5 are taken into account, a two-factorial solution is found with the first factor comprising item 2 to 9 and second factor with the first item. For example, the Spanish validation found a two-factorial solution with the second factor comprising the first item [9] and also Dutch validation found one factor solution but item 1 and item 9 had the lowest loadings [10] .
There are some limitations. Patients were recruited both with online survey/within hospital clinical setting and, therefore, the sample may not be representative for the entire Romanian population. However, being a multicentric study, it comprised hospitals from all around the country. Additionally, patients from all areas were recruited and they had similar educational level and social status compared with the rest of Romanians. Another limitation is the fact that ratings from the hospital survey were non-anonymous, and as such there is higher risk for social desirability bias.
In conclusion, SDM-Q-9 is a useful tool, validated in Romania, and can it be used in Internal Medicine/Rheumatology setting as well in Cardiology units. Nevertheless, this questionnaire can be used on a larger scale in Romania in order to evaluate the SDM process. In addition, evaluation of this translated tool should also be performed in special clinical settings like Oncology units where SDM is more complex.
